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DETAILED ACTION 

This office action is in response to claims filed 12/17/09. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-3 and 7-16 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Klein et al. (U.S. Patent No. 5,860,991) and further in view of Gordon (U.S. Patent 
No. 5,741,277). 

Klein teaches a device for fashioning a closure of a puncture site in an issue 
comprising: 

• a cannula member (S) having proximal and distal ends and a lumen 

• a connecting rod (14) disposed axially within said cannula, said connecting rod 
having a proximal end oriented towards said proximal end of said cannula and a 
distal end oriented toward said distal end of said cannula, said connecting rod 
having an actuating mechanism operative to selectively cause said connecting 
rod to advance distally or retract proximally within said cannula (60) 

• a needle/suture (20 and 30) complex mounted upon said distal end of said 
connecting rod (14), said needle/suture complex comprising at least one pair of 
angled needles (20) each of said angled needles having a needle tip and having 
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a suture extending therebetween (Fig. 11), said needle/suture complex further 
comprising two or more needle holder arms (slots in 22 for 20, Fig. 8) each of 
said needle holder arms receiving an angled needle, the needle holder arms are 
directly connected to the distal end of the connecting rod (14, connected Fig. 11, 
the arms are directly connected via 46, similarly to the current application using a 
pin to directly connect the arms to the connecting rod) 

• wherein said angled needles(20) are capable of traversing at least one tissue 
layer in an orientation that is generally perpendicular to the tissue layer and 
generally parallel to the cannula (Figs. 8 and 9) 

• a needle trap mechanism (42) disposed within the lumen of said cannula and 
positioned axially about the connecting rod, operative to lockingly engage the 
needle tips of said angled needles of said needle/suture complex after said 
needle holder arms assume the second operative configuration (Fig. 9) 

• wherein said needle trap mechanism (42) is operative to draw said angled 
needles and said needle tips proximally into the lumen of said cannula causing 
said angled needles to dislodge from a needle holder arms and advance 
upwardly through the cannula (Fig. 10) with suture ends remaining attached 
thereto such that the device may be withdrawn from the puncture site with the 
suture extending between the needles, forming a closure of said puncture site 

• said angled needles (20) are further operative to assume one or both of the 
following additional configurations: a folded configuration wherein said angled 
needles are operative to extend through the lumen of said cannula (Fig. 7); and a 
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retracted configuration wherein said angled needles are biased inwardly toward 
the lumen of said cannula (Fig. 9) 

• the distal end of said cannula (S) is positionable through a puncture site in a 
tissue (Fig. 7) 

• a handle formed upon said cannula (Fig. 6) 

• a trigger (60) formed upon the proximal end of said connecting rod and operative 
to selectively cause said connecting rod to advance distally or retract proximally 
within said cannula (Fig. 6) 

• said handle (58) and said trigger (60) are positioned relative to one another to 
enable the handle to be grasped and the trigger to be manipulated by a single 
hand of a user (Fig. 6) 

• a tapered mount (22 and 46 combined) formed at said distal end of said 
connecting rod wherein said needle/suture complex is positioned upon said 
tapered mount, and where the tapered mount having a generally hourglass 
shape (between 46 and 22, Fig. 2). 

• said needle trap mechanism (42) further comprises a cylindrical sleeve (42) 
axially mounted about said connecting rod and said cannula, said needle trap 
mechanism (42) having a proximal end with a lever formed thereon (44, Fig. 5) 
and a distal end having a needle catch formed therein, said needle catch being 
operative to lockingly engage with said angled needles of said needle/suture 
complex after said needle holder arms assume said second operative 
configuration (Fig. 9) 
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• said lever (44) formed upon said needle trap mechanism is operative to cause 
said needle trap mechanism to extend distally and retract proximally within the 
said cannula 

• said needle trap mechanism, when lockingly engaged with said needle tips of 
said angled needles, disengages said angled needles from said needle holder 
arms and then captures said angled needles within said cannula when said 
needle trap mechanism retracts proximally within said cannula (capable of being 
used as described) 

Klein teaches the claimed invention but does not teach the details of the needle 
holder arms as described in the claims; however Gordon teaches said needle holder 
arms (64a, 64b in Figs. 4A and 4B) being angled (Gordon, with respect to each other in 
Fig. 30B) and connected to the distal end of said connecting rod, said connecting rod 
operative to pivot the needle holder arms (Gordon, 64a, 64b in Fig. 30B) between a first 
operative configuration (Gordon, Fig. 29) wherein said needle holder arms extend in 
opposed directions from the distal end of said cannula and a second operative 
configuration (Gordon, Fig. 30B) wherein said needle holder arms are biased inwardly 
relative to said first operative configuration each respective one of said pair of needle 
holder arms are biased to extend across said puncture site as said needle holder arms 
assume said first operative configuration. It would have been obvious to one of ordinary 
skill in the art to use the needle arms of Gordon with the device of Klein, as this 
provides a proper placement of the needles for closing a fascia wound. 
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Response to Arguments 

Applicant's arguments filed 12/17/09 have been fully considered but they are not 
persuasive. The applicant generally argues: 

- Gordon fails to teach "needle holder arms being angled and directly 
connected to the distal end of said connecting rod" 

- Neither Klein nor Gordon teach that both the needles and the needle holder 
arms have bends. 

The examiners position is Klein teaches that the needle holder arms are directly 
connected to the distal end of the connecting rod (14, connected, Fig. 11, the arms are 
directly connected via 46, similarly to the current application, using a pin to directly 
connect the arms to the connecting rod). As stated in the above rejection, Klein teaches 
needles with bends, and Gordon teaches needle holder arms with bends, and the 103 
rejection combines these elements. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
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mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MELISSA RYCKMAN whose telephone number is 
(571 )272-9969. The examiner can normally be reached on Monday thru Friday 7:30- 
4:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jackie Ho can be reached on (571 )-272-4696. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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